CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:NDA 19726/S18

CHEMISTRY REVIEW(S)



MEMORANDUM

Date: June 17, 1997

To: NDA 19-726, S-018, ZOLADEX (gosgrelin acetate implant), Zeneca Pharmaceuticals
From: Moo-Jhong Rhee, Ph.D. Chemistry Team Leader, HFD-580 ‘/ / 7/ 97

Subject: Chemistry Review of NDA 19-726, S-018

This supplement was submitted to add an additional new indication to the approved NDA
and there was no change in the chemistry section of the NDA. The only chemistry
information needed is Environmental Impact Analysis which was submitted, reviewed, and
FONSIled
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